AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§810.17

shall be submitted will be specified in
the order.

(b) Unless otherwise specified in the
order, each status report shall contain
the following information:

(1) The number and type of health
professionals, device user facilities,
consignees, or individuals notified
about the order and the date and meth-
od of notification;

(2) The number and type of health
professionals, device user facilities,
consignees, or individuals who have re-
sponded to the communication and the
quantity of the device on hand at these
locations at the time they received the
communication;

(3) The number and type of health
professionals, device user facilities,
consignees, or individuals who have not
responded to the communication;

(4) The number of devices returned or
corrected by each health professional,
device user facility, consignee, or indi-
vidual contacted, and the quantity of
products accounted for;

(5) The number and results of effec-
tiveness checks that have been made;
and

(6) Estimated timeframes for comple-
tion of the requirements of the cease
distribution and notification order or
mandatory recall order.

(c) The person named in the cease
distribution and notification order or
recall order may discontinue the sub-
mission of status reports when the
agency terminates the order in accord-
ance with §810.17.

§810.17 Termination of a cease dis-
tribution and notification or man-
datory recall order.

(a) The person named in a cease dis-
tribution and notification order issued
under §810.10 or a mandatory recall
order issued under §810.13 may request
termination of the order by submitting
a written request to FDA. The person
submitting a request shall certify that
he or she has complied in full with all
of the requirements of the order and
shall include a copy of the most cur-
rent status report submitted to the
agency under §810.16. A request for ter-
mination of a recall order shall include
a description of the disposition of the
recalled device.
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(b) FDA may terminate a cease dis-
tribution and notification order issued
under §810.10 or a mandatory recall
order issued under §810.13 when the
agency determines that the person
named in the order:

(1) Has taken all reasonable efforts to
ensure and to verify that all health
professionals, device user facilities,
consignees, and, where appropriate, in-
dividuals have been notified of the
cease distribution and notification
order, and to verify that they have
been instructed to cease use of the de-
vice and to take other appropriate ac-
tion; or

(2) Has removed the device from the
market or has corrected the device so
that use of the device would not cause
serious, adverse health consequences or
death.

(c) FDA will provide written notifica-
tion to the person named in the order
when a request for termination of a
cease distribution and notification
order or a mandatory recall order has
been granted or denied. FDA will re-
spond to a written request for termi-
nation of a cease distribution and noti-
fication or recall order within 30 work-
ing days of its receipt.

§810.18 Public notice.

The agency will make available to
the public in the weekly FDA Enforce-
ment Report a descriptive listing of
each new mandatory recall issued
under §810.13. The agency will delay
public notification of orders when the
agency determines that such notifica-
tion may cause unnecessary and harm-
ful anxiety in individuals and that ini-
tial consultation between individuals
and their health professionals is essen-
tial.

PART 812—INVESTIGATIONAL
DEVICE EXEMPTIONS

Subpart A—General Provisions

Sec.
812.1
812.2
812.3

Scope.

Applicability.

Definitions.

812.5 Labeling of investigational devices.

812.7 Prohibition of promotion and other
practices.

812.10 Waivers.

812.18 Import and export requirements.



Food and Drug Administration, HHS

812.19 Address for IDE correspondence.

Subpart B—Application and Administrative

Action
812.20 Application.
812.25 Investigational plan.
812.27 Report of prior investigations.
812.30 FDA action on applications.
812.35 Supplemental applications.
812.38 Confidentiality of data and informa-
tion.

Subpart C—Responsibilities of Sponsors

812.40
812.42
812.43
812.45

General responsibilities of sponsors.

FDA and IRB approval.

Selecting investigators and monitors.

Informing investigators.

812.46 Monitoring investigations.

812.47 Emergency research under §50.24 of
this chapter.

Subpart D—IRB Review and Approval

812.60 IRB composition, duties, and func-
tions.

812.62 IRB approval.

812.64 IRB’s continuing review.

812.65 [Reserved]
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tions.

Subpart E—Responsibilities of Investigators

812.100 General responsibilities of investiga-
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812.110 Specific responsibilities of investiga-
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812.140 Records.
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AUTHORITY: Secs. 301, 501, 502, 503, 505, 506,
507, 510, 513-516, 518-520, 701, 702, 704, 721, 801,
803 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 331, 351, 352, 353, 355, 356, 357,
360, 360c-360f, 360h-360j, 371, 372, 374, 379%, 381,
383); secs. 215, 301, 351, 354-360F of the Public
Health Service Act (42 U.S.C. 216, 241, 262,
263b-263n).

SOURCE: 45 FR 3751, Jan. 18, 1980, unless
otherwise noted.

Subpart A—General Provisions

§812.1 Scope.

(a) The purpose of this part is to en-
courage, to the extent consistent with
the protection of public health and
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safety and with ethical standards, the
discovery and development of useful
devices intended for human use, and to
that end to maintain optimum freedom
for scientific investigators in their pur-
suit of this purpose. This part provides
procedures for the conduct of clinical
investigations of devices. An approved
investigational device exemption (IDE)
permits a device that otherwise would
be required to comply with a perform-
ance standard or to have premarket ap-
proval to be shipped lawfully for the
purpose of conducting investigations of
that device. An IDE approved under
§812.30 or considered approved under
§812.2(b) exempts a device from the re-
quirements of the following sections of
the Federal Food, Drug, and Cosmetic
Act (the act) and regulations issued
thereunder: Misbranding under section
502 of the act, registration, listing, and
premarket notification under section
510, performance standards under sec-
tion 514, premarket approval under sec-
tion 515, a banned device regulation
under section 516, records and reports
under section 519, restricted device re-
quirements under section 520(e), good
manufacturing practice requirements
under section 520(f) except for the re-
quirements found in §820.30, if applica-
ble (unless the sponsor states an inten-
tion to comply with these require-
ments under §812.20(b)(3) or
§812.140(b)(4)(v)) and color additive re-
quirements under section 721.

(b) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter | of title 21,
unless otherwise noted.

[45 FR 3751, Jan. 18, 1980, as amended at 59
FR 14366, Mar. 28, 1994; 61 FR 52654, Oct. 7,
1996]

EFFECTIVE DATE NOTE: At 61 FR 52654, Oct.
7, 1996, §812.1 was amended by revising the
fourth sentence of paragraph (a), effective
June 1, 1997. For the convenience of the user,
the superseded text is set forth as follows:

§812.1 Scope.

(@) * * * An IDE approved under §812.30 or
considered approved under §812.2(b) exempts
a device from the requirements of the follow-
ing sections of the act and regulations issued
thereunder: Misbranding under section 502,
registration, listing, and premarket notifica-
tion under section 510, performance stand-
ards under section 514, premarket approval
under section 515, a banned device regulation



		Superintendent of Documents
	2012-04-27T16:08:07-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




